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Application Papers 
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DETAILED ACTION 

Election/Restrictions 

1 . Applicant's election with traverse of claims 1 -28 (Group I) in the reply filed on 
10/30/06 is acknowledged. However, because applicant did not distinctly and 
specifically point out the supposed errors in the restriction requirement, the election has 
been treated as an election without traverse (MPEP § 818.03(a)). 

The requirement is still deemed proper and is therefore made FINAL. 

2. Claims 29-43 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b) as being drawn to a nonelected invention, there being no allowable generic or 
linking claim. Although applicant elected the above claims with traverse, the election 
was made without traverse for the reason stated above. 

Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international application 
by another who has fulfilled the requirements of paragraphs (1 ), (2), and (4) of section 371 (c) of this 
title before the invention thereof by the applicant for patent. 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Ac 
of .1999 (AIPA) and the Intellectual Property and High Technology Technical 
Amendments Act of 2002 do not apply when the reference is a U.S. patent resulting 
directly or indirectly from an international application filed before November 29, 20 
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Therefore, the prior.art date of the reference is determined under 35 U.S.C. 102(e) prior 
to the amendment by the AIPA (pre-AlPA 35 U.S.C. 102(e)). 

4. Claims 1, 3, 8, 10, 15-17, 23-25, and 28 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Howard et al. ("Howard," US 5654803). 

As to claims 1 and 3, Howard teaches a method of using an infrared reading 
comprising the step of: determining if the infrared reflectance of one or more reagents 
are within an acceptable predetermined range; and wherein the reagents are leukocyte, 
glucose and albumin (i.e. column 3, lines 41-54; column 7, line 9 to column 8, line 62). 

As to claims 8 and 10, Howard teaches an automated method of using an 
infrared reading comprising the step of: determining if the test strip possess specified 
reagents, locating the position of the reagents on the strip; reading the infrared 
reflectances from the reagent positions; and determining if the infrared reflectances are 
within an acceptable predetermined range; and wherein the reagents are leukocyte, 
glucosfe and albumin (i.e. column 3, lines 41-54;column 3, line 63 to column 4, line 7). 

As to claims 15-17, 23-25, and 28, Howard teaches an automated method of 
reading a test strip comprising: (a) providing a test strip (fig. 2) having at least one test 
field on its surface that reflects light at a specific range of wavelengths and at least two 
distinct marker fields on the same surface of the test strip as the test field, the marker 
fields reflecting light at different ranges of wavelengths from each other and from the 
test field in a coded sequence of ranges of wavelengths (i.e. fig. 5, column 4, line 55 to 

column 5, line 47); (b) introducing the test strip into a strip reading device (fig. 1) 

v 

equipped with a reading means for both the test field and the marker fields, the reading 
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means comprises^ light source (46, fig. 3) as a transmitter and a light sensitive element 
as receiver (fig. 4), the receiver being capable of differentiating between the ranges of 
wavelengths at which the test field and the marker fields reflect, the strip reading device 
also being equipped with means for correlating the coded range of infrared wavelength 
sequence of reflected light with preprogrammed information concerning the test strip, 
the correlating means being in operative communication with a receiving means (figs. 6- 
7, i.e. column 6, line 36 to column 7, line 62), the reading device having means for 
moving the test strip and the receiving means relative to one another so that the 
reflectance of the test field and the marker fields can be individually read by the reading 
means (means for moving, i.e. column 6, lines 49-54); (c) allowing the ranges of 
wavelengths values reflected by the test field and the marker fields to be individually 
read by the reading means; (d) allowing the reading means to communicate the coded 
infrared sequence of spectral reflectance values reflected from the marker fields to the 
correlating means and allowing the correlating means to correlate the infrared sequence 
of reflected range of wavelength values with the preprogrammed information concerning 
the test strip; and (e) allowing the reading means to communicate the reflected range of 
infrared wavelength values to the correlating means and allowing the correlating means 
to determine for one or more of the reagents disposed on the test strip (figs. 6-7, i.e. 
column 6, line 36 to column 7, line 62). 

Howard further teaches the following: the test strip is placed on a feed table (20, 
fig. 2); the reagents comprise leukocyte, glucose and albumin (i.e. column 3, lines 41- 
54); the range of wavelength value reflected from the test field and the marker fields are 
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read by moving the test strip and the reading means relative to each other (i.e. column 

4, lines 1-8); the feed table is movable in relation to the reading means (i.e. column 4, 
lines 1-8); the reading means is capable of acquiring spatial and spectral reflectances 
across the length of the test strip (i.e. fig. 3); and the marker fields comprise bars that 
are substantially parallel to each other and are substantially perpendicular to the 
longitudinal axis of the test strip (i.e. fig. 5). 

5. Claims 1-3, 5, 7-10, 12, and 14 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Corey et al. ("Corey," US 6316264). 

The applied reference has a common inventor with the instant application. 
Based upon the earlier effective U.S. filing date of the reference, it constitutes prior art 
under 35 U.S.C. 102(e). This rejection under 35 U.S.C. 102(e) might be overcome 
either by a showing under 37 CFR 1 .132 that any invention disclosed but not claimed in 
the reference was derived from the inventor of this application and is thus not the 
invention "by another," or by an appropriate showing under 37 CFR 1.131. 

As to claims 1-3, 5 and 7, Corey teaches a method of using an infrared reading 
comprising the step of: determining if the infrared reflectance of one or more reagents 
are within an acceptable predetermined range; the step of aborting the test if the 
infrared reflectances are not within the range; the reagents are leukocyte, glucose and 
albumin; the predetermined infrared reflectance range of glucose reagent is from 75 to 
about 95 percent infrared reflectance; and the test will be aborted if the test strip is more 
than about 0.02 inches from a central location on a feed table or if the test strip is 
incompletely inserted by more than about 0.05 inches (i.e. column 3, lines 41-54; 
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column 7, line 9 to column 8, line 62; column 13, lines 19-27; column 16, lines 13-23; 
column 18, lines 60-63). 

As to claims 8-10, 12, and 14, Corey teaches an automated method of using an 
infrared reading comprising the step of: determining if the test strip possess specified 
reagents, locating the position of the reagents on the strip; reading the infrared 
reflectances from the reagent positions; and determining if the infrared reflectances are 
within an acceptable predetermined range; the step of aborting the test if the infrared 
reflectances are not within the range; the reagents are leukocyte, glucose and albumin; 
the predetermined infrared reflectance range of glucose reagent is from 75 to about 95 
percent infrared reflectance; and the test will be aborted if the test strip is more than 
about 0.02 inches from a central location on a feed table or if the test strip is 
incompletely inserted by more than about 0.05 inches (i.e. column 3, lines 41-54; 
column 7, line 9 to column 8, line 62; column 13, lines 19-27; column 16, lines 13-23; 
column 18, lines 60-63). 

Claim Rejections • 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

7. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 
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1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

8. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

9. Claims 4, 6, 11, 13 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Corey. 

While Corey teaches a method comprising the predetermined infrared 
reflectance range of glucose reagent is from 75 to about 95 percent infrared reflectance, 
Corey does not specifically teach a method comprising having predetermined infrared 
reflectance ranges for leukocyte and albumin. It would have been obvious to a person 
of ordinary skill in the art to incorporate predetermined infrared reflectance ranges for 
leukocyte and albumin into Corey's automated method because having predetermined 
values of the analyte being tested for, such as leukocyte and albumin, in Corey's 
detection apparatus would allow a user to quickly determine the results of each sample 
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since the information pertaining to the predetermined values are stored in the detection 
apparatus. 

10. Claims 18-22 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Howard in view Corey. 

The teachings of Howard are stated above in paragraph 6. Howard does not 
specifically teach aborting the method if the infrared reflectances for one or more 
reagents are not within the predetermined range; aborting the test if the test strip is 
more than about 0.2 inches from a central location; and having predetermined infrared 
reflectance ranges. 

Corey teaches an automated method of using an infrared reading comprising the 
step of: determining if the test strip possess specified reagents, locating the position of 
the reagents on the strip; reading the infrared reflectances from the reagent positions; 
and determining if the infrared reflectances are within an acceptable predetermined 
range; the step of aborting the test if the infrared reflectances are not within the range; 
the reagents are leukocyte, glucose and albumin; the predetermined infrared 
reflectance range of glucose reagent is from 75 to about 95 percent infrared reflectance; 
and the test will be aborted if the test strip is more than about 0.02 inches from a central 
location on a feed table or if the test strip is incompletely inserted by more than about 
0.05 inches (i.e. column 3, lines 41-54; column 7, line 9 to column 8, line 62; column 13, 
lines 19-27; column 16, lines 13-23; column 18, lines 60-63). 

It would have been obvious to a person of ordinary skill in the art to modify 
Howard by incorporating the step of aborting the method if the infrared reflectances for 
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one or more reagents are not within the predetermined range, aborting the test if the 
test strip is more than about 0.2 inches from a central location; and having 
predetermined infrared reflectance ranges because it would be advantageous to have 
predetermined ranges stored in Howard's infrared reading device since it would allow a 
user to instantly determine' whether each sample contains the analyte of interest. In 
addition, it would have been obvious to a person of ordinary skill in the art to incorporate 
Corey's method of aborting the test if the test strip is not properly inserted into the 
infrared reading device because it would prevent the user from repeatedly inserting the 
test strip incorrectly and would prevent patients from being misdiagnosed from 
inaccurate test results. 

1 1 . Claims 26-27 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Howard in view Corey, as applied to claims 18-22 above, and further in view of Poto et 
al. ("Poto," US 5728352). 

The teachings of Howard in view of Corey are stated above. Howard in view of 
Corey does not specifically teach a method incorporating obtaining information 
concerning the test strip is calibration information based on a particular batch, and 
information relating to the location of reactive areas, times, age, and reactivity. Poto 
teaches providing a diagnostic instrument calibrated for use with a test strip, an 
instrument housing having key guides defining a location at which the strip is placed 
and defining a test reading aperture on the strip, calibrating the electronic diagnostic 
instrument to a specific test strip lot, and an instrument with the ability to reject strips 
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that have lost so much activity (i.e. age or unusual exposure), (i.e. column 1, line 63 to 
column 2, line 21 ; column 9, lines 65-68). 

It would have been obvious to a person of ordinary skill in the art to modify the 
modified Howard by incorporating the calibration information of Poto because it would 
allow a user, who discovers any unusual errors while testing, to quickly and easily 
obtain the particular lot of reagents or other components that were used with the sample 
to determine whether particular lot of reagents or other components are the factors 
causing the unusual results. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Lore Ramillano whose telephone number is (571) 272- 
7420. The examiner can normally be reached on Mon. to Fri. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jill Warden can be reached on (571) 272-1267. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO 
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Customer Service Representative or access to the automated information system, call 
800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Lore Ramillano 
Examiner 
Art Unit 1743 



(Warden 
Supervtebrv Patent Examiner 
Technology Center 1 700 



